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OFFICE OF THE CENTER DIRECTOR (OCD)

DIRECTOR

Janet Woodcock, M.D. 301-796-5400
Executive Assistant to Dr. Woodcock
Sharnell Ligon 301-796-5400
Special Assistant to Dr. Woodcock
Devota DeMarco 301-796-3605
Deputy Director for Regulatory Programs
Douglas C. Throckmorton, M.D. 301-796-5400
Executive Assistant to Dr. Throckmorton
Wynnet Green 301-796-1103
Deputy Director Clinical Science
Robert Temple, M.D. 301-796-2270
Executive Assistant to Dr. Temple
Aprile Blout 301-796-1079
Special Assistant to Dr. Temple
Melina Griffs 301-796-1078
Deputy Director Science Operations
Richard Moscicki, MD. 301-796-5400
Executive Assistant to Dr. Moscicki
Roberta Goodman 240-402-4786
Associate Director for Policy
Jane Axelrad, JD. 301-796-5400
Associate Director Drug Safety Operations
Theresa Toigo, R.Ph., MBA 301-796-8473
Project Manager
Wendyann Zander 301-796-1389
Project Manager
Georgiann lenzi 301-796-3515
Associate Director for International Programs
Justina A. Molzon, MS Pharm., J.D. 301-796-5400

Director, Controlled Substance Staff
Michael Klein, Ph.D.
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301-796-5402 WO 51/Rm. 5142
Director, Safe Use Staff
John J. Whyte, MD, MPH 240-402-4121 WO 51/Rm. 2342

Senior Advisor to the Director 301-796-4052 WO 51/Rm. 6304
Robert Guidos, J.D.

OFFICE OF PHARMACEUTICAL SCIENCE (OPS)

Director
Lawrence Yu, PhD. (Acting) 240-402-3116 WO 51/Rm. 4184

Deputy Director
Ashley Boam, (Acting) 301-796-2400 WO 51/Rm. 4192

Technical Information Specialist
Sylvia Gantt 301-796-2123 WO 51/Rm. 4182

Supervisory Senior Management Officer, Operations Staff (OS)
Candee Chadwick 301-796-1511 WO 51/Rm. 4196

Associate Director, Science & Research Staff (SRS)
Sau (Larry) Lee (Acting) 301-796-2905 WO 51/Rm. 4144

Director, New Drug Microbiology Staff (NDMS)
David Hussong, Ph.D. 301-796-1228 WO 51/Rm. 4166

Scientific Coordinator
Russell Wesdyk, M.B.A. 301-796-1552 WO 51/Rm. 4183

Associate Director, Program Activities Review Staff (PARS)
Robert (Bob) Iser, (Acting) 301-796-2400 WO 51/Rm. 4178

Standards & Technology Team
Paul Seo, PhD. 301-796-4874 WO 51/Rm. 4148

OFFICE OF BIOTECHNOLOGY PRODUCTS (OBP)

Director
Steven Kozlowski, M.D. 301-796-2390 WO 21/Rm. 1510

Deputy Director
Jeffrey Baker, Ph.D. 301-796-5356 WO 21/Rm. 1506

Division of Monoclonal Antibodies (DMA)

Director
Kathleen Clouse, Ph.D. 301-827-0850 NIH 29B RM. 4NN12



Deputy Director
Vacant

Division of Therapeutic Proteins (DTP)

Director
Amy Rosenberg, M.D.

Deputy Director
Gibbes Johnson PhD.(Acting)

OFFICE OF TESTING AND RESEARCH (OTR)

Director
Lucinda Buhse, Ph.D., (Acting)

Associate Director for Research Policy
Joseph Hanig, PhD.

Management Officer
Geoff Salyer

Program Specialist
Yolanda J. Sanders
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Division of Product Quality Research (DPQR)

Director
Mansoor Khan, PhD.

Deputy Director
Patrick Faustino, PhD.

Division of Pharmaceutical Analysis (DPA)

Director

Lucinda F. Buhse, Ph.D. HFD-920
Deputy Director

John Kauffman, PhD. HFD-920

301-796-0016

301-796-0021

314-539-2134

314-539-3869

OFFICE OF NEW DRUG QUALITY ASSESSMENT (ONDQA)

Director
Christine Moore, Ph.D., (Acting)

Technical Information Specialist
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Patricia O’Connor 301-796-1727

Deputy Director (Science and Policy)
Richard Lostritto, Ph.D. (Acting) 301-796-1697

Deputy Director (Review and Operations)
M. Scott Furness (Acting) 301-796-0180

Associate Director for Regulatory Science and Policy
John Smith, Ph.D. 301-796-1757

Associate Director for Product Quality
Norman Schmuff, Ph.D. 301-794-1454

Associate Director for Regulatory Affairs
Michael Folkendt 301-796-1670

Associate Director for Scientific Outreach and Communications
Arzu Selen, PhD. 301-796-9749

BioPharmaceutics Lead
Richard Lostritto (Acting) 301-796-1697

Program Manager
David Morley 301-796-1719

Management Officer
Paulette Shelton (Acting) 301-796-6219

Division of New Drug Quality Assessment | (DNDQA 1)

Director
Ramesh Sood 301-796-1466

Branch Chief, (Pre-marketing) Branch | (BRI)
Olen Stephens, PhD. (Acting) 301-796-3901

Branch Chief, (Pre-marketing) Branch Il (BRII)
Ali Al-Hakim, PhD. 301-796-1323

Branch Chief, (Post-marketing) Branch Il (BRIII)
Hasmukh Patel, PhD. 301-796-1432

Division of New Drug Quality Assessment Il (DNDQA 1)

Director
Sarah Pope Miksinski, PhD. 301-796-1988

Branch Chief, (Pre-marketing) Branch IV (BRIV)
Moo Jong Rhee, PhD. 301-796-1440
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Branch Chief, (Pre-marketing) Branch V (BRV)
Rapti Madurawe, PhD. 301-796-1408 WO 22/Rm. 1446

Branch Chief, (Post-marketing) Branch VI (BRVI)
Tom Oliver, Ph.D, 301-796-1728 WO 21/Rm. 2518

Division of New Drug Quality Assessment lll (DNQAIII)

Director
Eric Duffy, Ph.D. 301-796-1666 WO 21/Rm 2614

Branch Chief, (Pre-marketing) Branch VII (BRVII)
Danae Christopher, PhD., (Acting) 301-796-1342 WO 21/Rm. 2602

Branch Chief, (Pre-marketing) Branch VIIl (BRVIII)
Vacant

Branch Chief, (Post-marketing) Branch IX (BRIX)
Ramesh Raghavachari, Ph.D. (Acting) 301-796-1738 WO 21/Rm 2658

OFFICE OF GENERIC DRUGS

Kathleen (Cook) Uhl, MD 240-402-7921 WO75/Rm. 1692
(Acting) Director

Christine James 240-402-7919 WO75/Rm. 1695
Administrative Support Assistant

Regulatory Affairs Team

Mary J. Dempsey 240-402-7926 WO75/Rm. 1708
Associate Director for Regulatory Affairs

Communications Staff

James (Mark) Krawczyk, MBA 240-402-9314 WO75/Rm. 1720
Director

Program Management and Analysis Staff

Rebecca Glidden 301-796-4417 WO75/Rm. 1640
(Acting) Director

Kristin Hornberger 240-402-7933 WO75/Rm. 1658
(Acting) Deputy Director

OFFICE OF RESEARCH AND STANDARDS (ORS)

Robert A. Lionberger, PhD 240-402-7957 WO75/Rm. 1662



(Acting) Director

Wenlei Jiang, PhD 240-402-7963 WO75/Rm. 1664
(Acting) Deputy Director

Division of Therapeutic Performance (DTP)

Larissa Lapteva, MD 301-796-2304 WO75/Rm. 4732
(Acting) Director

Division of Quantitative Methods and Modeling (DQMM)

Robert A. Lionberger, PhD 240-402-7957 WO75/Rm. 1662
(Acting) Director

OFFICE OF BIOEQUIVALENCE

John Peters, MD 240-402-3876 WOQO75/Rm. 2522
(Acting) Director

Dale Conner, PharmD
(Acting) Deputy Director 240-402-3914 WO75/Rm. 2718

Division of Bioequivalence | (DBI)

Wayne Dehaven, PhD 240-402-3896 WO75/Rm. 2680
(Acting) Director

Bing Li, PhD 240-402-3916 WO75/Rm. 2674
(Acting) Deputy Director

Division of Bioequivalence Il (DBII)

Ethan Stier, PhD 240-402-3962 WO75/Rm. 2724
Director
Xiaojian Jiang, PhD 240-402-3964 WO75/Rm. 2728

Deputy Director
Division of Bioequivalence lll (DBIII)

Hoainhon Nguyen, MS 240-402-3913 WO75/Rm. 2714
(Acting) Director

Nilufer Tampal, PhD 240-402-3915 WOQO75/ Rm. 2688
(Acting) Deputy Director

Division of Clinical Review

Lesley-Anne Furlong, MD 301-796-0892 WO75/Rm. 2630
(Acting) Director



Daiva Shetty, MD
(Acting) Deputy Director

240-402-3866

OFFICE OF GENERIC DRUG POLICY (OGDP)

Kathleen Uhl, MD
(Acting) Director

240-402-7921

Keith Flanagan, JD
(Transition Lead)

240-402-7928

David Read, JD
(Acting) Deputy Director

240-402-7943

Division of Legal & Regulatory Support (DLRS)

Maryll Toufanian, JD 240-402-7944

(Acting) Director

Martin Shimer, RPh
Deputy Director

240-402-8783

Division of Policy Development (DPD)

Paula McKeever 240-402-7937

(Acting) Director
OFFICE OF REGULATORY OPERATIONS (ORO)

Jason Woo, MD 240-402-8829

(Acting) Director

Carol Holquist, RPh
Deputy Director

240-402-7922

Division of Labeling Review (DLR)

Koung Lee, RPh 240-402-8686

(Acting) Director

Chi Ann (Ruby) Wu, PharmD 240-402-8831

Division of Filing Review (DFR)

Johnny Young, MA 240-402-8839
(Acting) Director
Kwadwo Awuah, PharmD 240-402-8583

(Acting) Deputy Director

Divison of Project Management (DPM)
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Denise McKan, PharmD 240-402-9016 WO75/Rm. 3678
Director

Aaron Sigler, PharmD 240-402-8786 WO75/Rm. 3682
Deputy Director

Division of Quality Management Systems (DQMS)

Jason Woo, MD 240-402-8829 WOQO75/Rm. 4720
(Acting) Director

Steven Mazzella, MBA 240-402-3906 WO75/Rm. 4714
(Acting) Deputy Director
OFFICE OF REGULATORY POLICY (ORP)

Director
Grail Sipes, J.D. 301-796-5122 WO 51/Rm. 6244

Deputy Director
Carol Bennett, J.D. 301-796-0037 WO 51/Rm. 6276

Executive Assistant
Elizabeth (Betsy) Wiley 301-796-3479 WO 51/Rm. 6269

Administrative Management Team

Senior Management Officer

Linda Tran 301-796-3636 WO 51/Rm. 6252
Division of Regulatory Policy | (DRPI)

Director
Nancy Hayes, J.D. 301-796-5211 WO 51/Rm. 6244

Division of Regulatory Policy Il (DRPII)

Director

Michael Bernstein, J.D. 301-796-3478 WO 51/Rm. 6240
Division of Regulatory Policy Il (DRPIII)

Director
Nam Kim, J.D. 301-796-3472 WO 51/Rm. 6320



Division of Information Disclosure Policy (DIDP)

Director
Nancy Sager 301-796-3603 Hillandale/Rm. 3110

Deputy Director
Howard Philips, J.D. 301-796-3483 Hillandale/ RM3172

OFFICE OF EXECUTIVE PROGRAMS (OEP)

Director

Mary Beth Clarke 301-796-1446 WO 51/Rm. 6148
Deputy Director

Heather Brown 301-796-4304 WO51/Rm. 6156
Executive Assistant

Tiana Barnes 301-796-2882 WO 51/Rm. 6148
Director of Program Management Team

Tanya Abbott 301-796-3435 WO 51/Rm. 6112
Ombudsman

Virginia Behr 301-796-3436 WO 51/Rm. 6112

Product Jurisdictional Officer
Ayoub Suliman, Pharm.D., 301-796-0630 WO 51/Rm. 6162

Management Officer
Stephanie Donnovan 301-796-2860 WO 51/Rm. 6112

Division of Executive Operations (DEO)

Director
Christine Bechtel 301-796-3449 WO 51/Rm. 6186

Deputy Director
Vacant

Division of Advisory Committee and Consultant Management (DACCM)

Director
Jayne Peterson 301-796- 9024 WO 51/Rm. 2424

Deputy Director
Cicely Reese 301-796-9025 WO 31/Rm. 2420



Division of Learning and Organizational Development (DLOD)

Director
Katherine Hanson 301-796-3179 WO 51/Rm. 2316

Deputy Director
Virginia Giroux 301-796-3179 WO 51/Rm. 2318

Scientific and Regulatory Education Branch (SREB)
Dianne Paraoan 301-796-3161 WO 51/Rm. 2324

Training Design and Delivery Branch (TDDB)
Chadwick Board (Acting) 301-796-3925 WO 51/Rm. 2320

Leadership and Organizational Development Branch (LODB)
Glen Mazur 240-402-4983 WO 51/Rm. 2314

OFFICE OF MANAGEMENT (OM)

Director
Melanie Keller, MBA 301-796-3300 WO 51//Rm. 5135

Executive Assistant
Kenneth Dugger 301-796-2802 WO 51//Rm. 5135

Deputy Director
Edwin Echegoyen, MBA 301-796-3300 WO 51//Rm. 5135

Director of Special Project and Initiative Staff
Carlton Drew 240-402-3873 WO 51/Rm. 5154

User Fee Collections and Budget Formulations Team
Donal Parks 301-796-3848 Hill/Rm. 2108

Senior Management Officer
Rebecca E. Glidden 301-796-4417 WO 51/Rm. 5129

Division of Management and Budget (DMB)

Director
Rixie Scott HFD-050 301-796-4405 WO 51/Rm. 1264

Deputy Director
Patricia Carr 301-796-4402 WO 51/Rm. 1205

Planning and Resource Management Branch (PRMB)
Kevin Laser HFD-050 301-796-3294 WO 51/Rm. 1252

Management Analysis Branch (MAB)
Don Kim HFD-050 301-796-4407 WO 51/Rm. 1256



Division of Management Services (DMS)

Director
Mary Milline HFD-060 301-796-4428 WO 51/Rm. 1348

Deputy Director
Jaquita Johnson-House 301-796-4148 WO 51/Rm. 1352

Program Management Services Branch (PMSB)
Patricia Gathers HFD-065 301-796-4445 WO 51/Rm. 1342

Interface Management Branch (IMB)
Angela Harris HFD-067 301-796-4450 WO 51/Rm. 1344

OFFICE OF NEW DRUGS (OND)

Director
John Jenkins, M.D. 301-796-0700 WO 22/Rm. 6304

Executive Assistant
Victor Vail 301-796-3169 WO 22/Rm. 6305

Deputy Director
RADM (Ret.) Sandra Kweder, M.D. 301-796-0700 WO 22/Rm. 6306

Senior Management Officer, Program Management & Analysis Staff (PMAS)
Eldridge Coles 301-796-0141 WO 22/Rm. 6422

Associate Director, Pharmacology / Toxicology Staff
Todd Bourcier, PhD., (Acting) 301-796-0700/301-796-0856 WO 22/Rm. 3102

Associate Director, Regulatory Affairs
Beth Duvall 301-796-0518 WO 22/Rm. 6300

Associate Director, Study Endpoints & Labeling Development Team
Sandra Kweder, M.D. (Acting) 301-796-0700 WO 22/Rm. 6306

Associate Director, Guidance Policy Team
Sally Loewke, M.D. 301-796-0700 WO 22/Rm. 6424

Associate Director, Rare Disease Program
Jonathan Goldsmith, M.D. (Acting) 240-402-9959 WO 22/Rm. 6473

Associate Director, Therapeutic Biologics & Biosimilars



Leah Christl, Ph.D. 301-796-0868

Associate Director, Learning and Career Development Team

Susanne Walker 301-796-5229

Associate Director, Safety Policy and Research Team
Mwango Kashoki, M.D. 301-796-1238

OFFICE OF DRUG EVALUATION | (ODEI)

Director

Ellis Unger, M.D. 301-796-1157
Deputy Director

Robert Temple, M.D. (Acting) 301-796-2270
Associate Director for Regulatory Affairs
Colleen LoCicero 301-796-2270
Management Officer
Donna Wade 301-796-4910
Division of Cardiovascular and Renal Products (DCRP)

Director

Norman Stockbridge, M.D. Ph.D. 301-796-2240
Deputy Director
Stephen Grant, M.D. 301-796-2277
Deputy Director for Safety
Mary Ross Southworth, M.D. 301-796-0539
Supervisory Project Manager
Edward Fromm 301-796-2240
Division of Neurology Products (DNP)

Director

William Dunn, M.D., 301-796-2250
Deputy Director
Eric Bastings, M.D. 301-796-2250
Supervisory Project Manager
Jacqueline Ware, R.Ph.

Lois Freed, M.D.

301-769-2250
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Division of Psychiatry Products (DPP)

Director
Mitchell Mathis, M.D.

Deputy Director
Tiffany Farchione, M.D. (Acting)

Deputy Director for Safety
Victor Crentsil, M.D.

Supervisory Project Managers
Steven Hardeman, R.Ph.
Paul David, R.Ph.

OFFICE OF DRUG EVALUATION II (ODEII)

Director
Curtis Rosebraugh, M.D., MPH.

Deputy Director
Mary Parks, M.D.

Project Specialist
Velma Cunningham

Administrative Officer
Nicole Cooper

Associate Director for Regulatory Affairs

Sara Stradley

Lead Administrative Officer
Thomas Cunningham

Division of Metabolism and Endocrinology Products (DMEP)

Director
Jean Marc-Guettier, M.D.

Deputy Director
Eric Colman, M.D.

Deputy Director for Safety
Jennifer Pippins, M.D. (Acting)

Chief, Project Management Staff
Julie Marchick, MPH.
Pamela Lucarelli
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301-796-7638
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Administrative Officer
Nicole Cooper

301-796-1193

WO 22/Rm.

Division of Pulmonary, Allergy and Rheumatology Products (DPARP)

Director
Badrul Chowdhury, M.D., PhD.

Deputy Director
Lydia Gilbert-McClain, M.D.

Deputy Director of Safety
Sally Seymour, M.D.

Chief, Project Management Staff
Sandra L. Barnes
Ladan Jafari

Administrative Officer
Stanley Allen

301-796-2300

301-796-1215

301-796-1290

301-796-1174
301-796-1231
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Division of Anesthetics, Analgesia and Addiction Products (DAAAP)

Director
Bob A. Rappaport, M.D.

Deputy Director
Sharon Hertz, M.D.

Deputy Director
Rigoberto Roca, M.D.

Deputy Director for Safety
Judith Racoosin, M.D., MPH.

Chief, Project Management Staff
Parinda Jani
Matthew Sullivan

Management Specialist
Chanta (Mary) James

OFFICE OF DRUG EVALUATION Il (ODEIII)

Director
Julie Beitz, M.D.

Program Support Specialist
Diane Thomas

301-796-2280
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Deputy Director
Amy Egan, M.D.

Associate Director for Regulatory Affairs

Maria Walsh

Management Officer
Antoinette Mason

Regulatory Scientist
Giuseppe Randazzo, M.S.,

Acting Lead Administrative Officer

Krista Yazdani

Division of Bone Reproductive & Urologic Products (DBRUP)

Director

Hylton Joffe, M.D.

Deputy Director
Audrey Gassman, M.D.

Safety RPM

Meredith Alpert

Deputy Director of Safety
Christine Nguyen, M.D.

Supervisory Project Managers
Margaret Kober
Jennifer Mercier

301-796-2179

301-796-2100

301-796-0954

301-796-3277

301-796-1029

301-796-1954

301-796-0897

301-796-1218

301-796-0934

301-796-2130
301-796-0957
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Division of Gastroenterology and Inborn Error Products (DGIEP)

Director

Donna Griebel, M.D.

Deputy Director
Andrew Mulberg, M.D., F. A AP., C.P.l.

Deputy Director for Safety
Joyce Korvick, M.D.,

Supervisory Project Managers
Richard Wes Ishihara

Brian Strongin

301-796-2120

301-796-2120

301-796-2120

301-796-2120
301-796-2120

Division of Dermatology and Dental Products (DDDP)
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Director
Kendall Marcus, MD., (Acting) 301-796-0755 WO 22/Rm. 6100

Deputy Director
Stanka Kukich, M.D. 301-796-2110 WO 22/Rm. 5170

Deputy Director of Safety
Tatiana Oussova, (Acting) 301-796-1267 WO 22/Rm. 5334

Supervisory Project Manager
Barbara Jean Gould 301-796-2110 WO 22/Rm. 5166

OFFICE OF ANTIMICROBIAL PRODUCTS (OAP)

Director
Edward M. Cox, M.D., M.P.H. 301-796-1300 WO 22/Rm. 6212

Deputy Director
John J. Farley, M.D., M.P.H. 301-796-1300 WO 22/Rm. 6208

Associate Director for Regulatory Affairs
David Roeder 301-796-0799 WO 22/Rm. 6242

Associate Director for Medical Affairs
Joseph Toerner, M.D., M.P.H. 301-796-1300 WO 22/Rm. 6244

Associate Director for Medical Countermeasures
Barbara Styrt, M.D., M.P.H., 301-796-1300 WO 22/Rm. 6338

Associate Director for Drug Shortage Program
Valerie Jensen, R.Ph. 301-796-0737 WO 22/Rm. 6204

Associate Director for Antimicrobial Resistance Initiative
Joseph Toerner 301-796-1300 WO 22/Rm. 6244

Lead Administrative Officer
Dana Schuhly 301-796-0806 WO 22/Rm. 6216

Division of Anti-Infective Products (DAIP)

Director
Sumathi Nambiar, M.D., M.P.H. 301-796-0772 WO 22/Rm. 6236

Deputy Director
Katherine Laessig, M.D. 301-796-0746 WO 22/Rm. 6378

Supervisory Project Managers
Frances LeSane 301-796-0747 WO 22/Rm. 6112
Maureen Dillon-Parker 301-796-0706 WO 22/Rm. 6182



Division of Anti-Viral Products (DAVP)

Director

Debra B. Birnkrant, M.D. 301-796-0682 WO 22/Rm. 6332
Deputy Director

Jeffrey Murray, M.D., MPH 301-796-0770 WO 22/Rm. 6370
Supervisory Project Managers

Karen Winestock 301-796-0834 WO 22/Rm. 6324
Elizabeth Thompson 301-796-0824 WO 22/Rm. 6334

Division Transplant and Ophthalmology Products (DTOP)

Director

Renata Albrecht, M.D. 301-796-1600 WO 22/Rm. 6164
Deputy Director

Wiley A. Chambers, M.D. 301-796-0690 WO 22/Rm. 6108
Supervisory Project Manager

Diana Willard 301-796-0833 WO 22/Rm. 6132
Judit Milstein 301-796-0763 WO 22/Rm. 6180

OFFICE OF DRUG EVALUATION IV (ODEIV)

Director
Charles J. Ganley, M.D. 301-796-0895 WO 22/Rm. 5306

Project Specialist
Vacant 301-796-0924 WO 22/Rm. 5301

Deputy Director
Vacant

Associate Director for Regulatory Affairs
Jaggit Grewal 301-796-0846 WO 22/Rm. 5312

Associate Director
Susan Johnson, Pharm.D., Ph.D. 301-796-0925 WO 22/Rm. 5309

Lead Administrative Officer
Merla Rae Matheny 301-796-0955 WO 22/Rm. 5304

Division of Pediatric & Maternal Health (DPMH)
Associate Director,
Lynne P. Yao, M.D. (Acting) 301-796-2200 WO 22/Rm.6406

Division of Nonprescription Clinical Evaluation (DNCE)

Director

Theresa Michele, M.D. 301-796-1593 WO 22/Rm. 5484
Deputy Director

Vacant
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Division of Nonprescription Regulation Development (DNRD)

Associate Director
Theresa Michele, M.D. (Acting) 301-796-1593 WO 22/Rm. 5484

Deputy Director
Susan Johnson, (Acting) 301-796-0925 WO 22/Rm. 5309

Deputy Director for Safety
Fathia Gibril, M.HSC.AGAF. 301-796-0898 WO 22/Rm. 5422

Division of Medical Imaging Products (DMIP)

Director

Libero Marzella, M.D., (Acting) 301-796-1414 WO 22/Rm. 5406
Administrative Support Assistant

David Kurtik 240-402-3139 WO 22/Rm. 5477
Deputy Director

Alexander Gorovets, M.D., (Acting) 301-796-0901 WO 22/Rm. 5460
Deputy Director of Safety

Ira Krefting, M.D. 301-796-1135 WO 22/Rm. 5402
Supervisory SCO

Kyong Kang 301-796-1970 WO 22/Rm. 5410
Management Specialist

Crystal Coulter 301-796-1347 WO 22/Rm. 5425

OFFICE OF HEMATOLOGY AND ONCOLOGY PRODUCTS (OHOP)

Director
Richard Pazdur, M.D. 301-796-2340 WO 22/Rm. 2212

Project Specialist
Bertha Mejia 301-796-2131 WO 22/Rm. 2221

Deputy Director
Jonathan Jarow, (Acting) 301-796-0149 WO 22/Rm. 2249

Associate Director for Regulatory Affairs
Tamy Kim 301-796-1125 WO 22/Rm. 2206

Associate Director for Regulatory Science
Anthony Murgo, M.D. 301-796-2340 WO 22/Rm. 2208

Division of Oncology Products (DOP 1)



Director
Amna Ibrahim, M.D., (Acting)

Administrative Support Assistant
Dolores Bowen

Deputy Director
Geoffrey Kim, (Acting)

Supervisory CSO
Frank Cross
Alice Kacuba

Division of Oncology Products (DOP 2)

Director
Patricia Keegan, M.D.

Secretary
Vacant

Deputy Director
Joseph Gootenberg, M.D.

Supervisory CSO
Karen Jones
Monica Hughes

Division of Hematology Products (DHP)

Director
Ann T. Farrell, M.D.

Consumer Safety Technician
Tawanna Dabney

Deputy Director
Edvardas Kaminskas, M.D.

Supervisory CSO
Vacant

Division of Hematology Oncology Toxicology Products (DHOT)

Director
John Leighton, PhD.

Administrative Support Assistant
Fustina Lambert

Deputy Director

301-796-1374

240-402-3190

301-796-1883

301-796-0876

301-796-1381

301-796-1387

301-796-1362

301-796-1377

301-796-9225

301-796-7550

301-796-2927

301-796-1383

301-796-1398

240-402-5234

WO 22/Rm

WO22/Rm.

WO 22/Rm

WO 22/Rm.
WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

.2106

2125

. 2137

2110

2104

2328

2324

2306

2306

2114

2129

2372

2204

2321



Vacant

OFFICE OF SURVEILLANCE AND EPIDEMIOLOGY (OSE)

Director

Gerald Dal Pan, M.D., M.H.S. 301-796-2380
Executive Assistant

Barbara M. McCary 301-796-2000
Deputy Director

Robert “Bob” Ball, M.D., MPH. 240-402-0397
Supervisory Senior Management Officer

Amy Garvin 301-796-3413
Outreach

Staff Director

Cheryl Campbell 301-796-0723

Regulatory Science Staff (RSS)

Staff Director
Marni Hall 301-796-2380

Regulatory Affairs Staff (RAS)

Staff Director
Maureen Melvin, (Acting) 301-796-2380

Program Management & Analysis Staff (PMAS)

Staff Director
Amy Garvin 301-796-3413

Project Management Staff (PMS)

Staff Director
Jill Bourdage 301-796-2380

Office of Pharmacovigilance & Epidemiology (OPE)

Director
Solomon lyasu, M.D., M.P.H. 301-796-2370

Deputy Director
Vacant

WO 22/Rm. 4304

WO 22/Rm. 4303

WO 22/Rm. 4300

WO 22/Rm. 4326

WO 22/Rm. 4308

WO 22/Rm. 4312

WO22/Rm. 4480

WO22/Rm. 4326

WO 22/Rm. 4482

WO 22/Rm. 3478



Division of Pharmacovigilance | (DPVI)

Director
Robert Levin, MD., (Acting) 301-796-1110

Deputy Director
Vacant

Division of Pharmacovigilance Il (DPVII)

Director
Scott Proestel, M.D. 301-796-2350

Deputy Director
Vacant

Division of Epidemiology | (DEPI)

Director
Cunlin Wang 301-796-2370

Deputy Director
David Shih M.D. (Acting) 301-796-2370

Division of Epidemiology Il (DEPII)

Director
Judy Staffa, Ph.D. 301-796-2379

Deputy Director
Hina Mehta (Acting) 301-796-0143

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

Office of Medication Error Prevention and Risk Management (OMEPRM)

Director
Claudia Manzo, PharmD., (Acting) 301-796-0182

Deputy Director
Kellie Taylor, PharmD., MPH. 301-796-2360

Division of Risk Management (DRISK)

Director
Cynthia LaCivita, (Acting) 301-796-0307

Deputy Director
Reema Mehta, (Acting) 301-796-0345

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

WO 22/Rm.

Division of Medication Errors Prevention and Analysis (DMEPA)

4120

3420

2472

2470

2474

2408

2418

4418

2424

2475



Director

Kellie Taylor, PharmD., MPH. (Acting) 301-796-2360 WO 22/Rm. 4418
Deputy Director
Todd Bridges 301-796-2360 WO 22/Rm. 4408

OFFICE OF TRANSLATIONAL SCIENCES (OTS)
Director
ShaAvhree Buckman-Garner, M.D., Ph.D., 301-796-1721 WO 21/Rm. 4554
F.AAP.

Program Support Specialist
Kiesha Houston 301-796-2600 WO21/Rm. 4526

Deputy Director
Susan McCune, M.D., M.A.ED. 301-796-1709 WO 21/Rm. 4554

Deputy Director for Science
Jan Johannessen, Ph.D. 301-796-2600 WO 21/Rm. 4546

Director, Program Management & Analysis Staff (PMAS)
Raya S. McCree 301-796-1708 WO 21/Rm. 4512

Associate Director for Regulatory Affairs
Rubynell Jordan, BSN, MPA 301-796-3453 WO 22/Rm. 4528

OFFICE OF BIOSTATISTICS (OB)

Director
Lisa LaVange, Ph.D. 301-796-4790 WO 21/Rm. 3554

Program Support Specialist
Temitayo Lewis 301-796-0135 WO 21/Rm. 357

Deputy Director
S. Edward Nevius, Ph.D. 301-796-1263 WO 21/Rm. 3550

Associate Director
Sue Jane Wang, Ph.D. 301-796-0831 WO 21/Rm. 3526

Associate Director for Statistical Science & Policy
Ram Tiwari, Ph.D. 301-796-4084 WO 21/Rm. 4672

Management Officer
Zachary Mitchell 240-402-3194 WO 21/Rm. 4521

Division of Biometrics | (DBI)

Director
Hsien-Ming J. Hung, PhD 301-796-1092 WO 21/Rm. 4616



Deputy Director
Kooros Mahjoob, Ph.D.

Division of Biometrics Il (DBII)

Director
Thomas Permutt, Ph.D.

Deputy Director
Vacant

Division of Biometrics lll (DBIII)

Director
Stephen Wilson, Ph.D.

Deputy Director
Mike Welch, Ph.D.

Division of Biometrics IV (DBIV)

Director
Dionne Price, Ph.D.

Deputy Director
Daphne Ty Lin, Ph.D.

Division of Biometrics V (DBV)

Director
Rajeshwari Sridara, Ph.D.

Deputy Director
Thomas Gwise, Ph.D.

Division of Biometrics VI (DBVI)

Director
Yi Tsong, Ph.D.

Deputy Director
Vacant

Division of Biometrics VII (DBVII)

Director
Aloka Chakravarty, Ph.D.

Deputy Director
Mark Levenson, Ph.D.

301-796-1115

301-796-1271

301-796-0579

301-796-1772

301-796-1274

301-796-1800

301-796-1759

301-796-6034

301-796-1013

301-796-1655

301-796-2097

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

WO 21Rm.

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

WO 21/Rm.

4614

3614

3630

3628

3659

3510

3512

3546

4628

3514

4626



OFFICE OF CLINICAL PHARMACOLOGY (OCP)

Director

Issam Zineh, Pharm.D., MPH, FCP, FCCP 301-796-4756
Special Assistant to the Director
Karen Graves 301-796-5008
Deputy Director
Shiew-Mei Huang, Ph.D. 301-796-1541
Associate Director of Genomics

Vacant

Management Officer
Nicole Culley 301-796-7034
Division of Pharmacometrics (DPM)

Director

Vikram Sinha, PharmD 240-402-3166
Deputy Director
Yaning Wang 301-796-1624
Division of Clinical Pharmacology | (DCPI)

Director

Mehul Mehta, Ph.D. 301-796-1573
Deputy Director
Ramana S. Uppoor 301-796-1619
Division of Clinical Pharmacology Il (DCPII)

Director

Chandrahas Sahajwalla, PhD. 301-796-1599
Deputy Director
Suresh Doddapaneni 301-796-1526
Division of Clinical Pharmacology lll (DCPIII)

Director

E. Dennis Bashaw, Pharm.D. 301-796-1502
Deputy Director
Hae Young Ahn 301-796-1494

Division of Clinical Pharmacology IV (DCPIV)

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 21/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

3178

3177

3188

4521

3198

2106

2178

2182

4550

3136

3134

3132



Director
John A. Lazor, Pharm.D. 301-796-1559 WO 51/Rm. 2134

Deputy Director
Kellie Reynolds 301-796-1594 WO 51/Rm.2142
Division of Clinical Pharmacology V (DCPV)

Director
Nam Atiqur Rahman, PhD. 301-796-1591 WO 51/Rm. 2188

Deputy Director
Brian Booth 301-796-1508 WO 51/Rm. 2186

Office of Computational Science (OCS)

Director
Lilliam Rosario, PhD. 301-796-8501 WO 21/Rm. 4512

Deputy Director
Vacant

OFFICE OF MEDICAL POLICY (OMP)

Director

CAPT Denise M. Hinton (Acting) 301-796-1090 WO 51/Rm. 6338
Assistant

Janice Shelton 301-796-2500 WO 51/Rm. 6337

Deputy Director
Leonard Sacks, M.D. (Acting) 301-796-8502 WO 51/Rm. 6326

Associate Director for Clinical Methodology
Leonard Sacks, M.D. 301-796-8502 WO 51/Rm. 6326

Associate Director for Regulatory Affairs
CDR Melissa Robb 301-796-5227 WO 51/Rm. 6360

Senior Management Officer
Tammy Russell 301-796-2500 WO 51/Rm. 6332

Office of Prescription Drug Promotion (OPDP)

Director
Thomas W. Abrams, RPh, MBA 301-796-1200 WO 51/Rm. 3314

Deputy Director
CAPT Mark Askine 301-796-1200 WO 51/Rm. 3264



Deputy Director
CDR Marci Kiester 301-796-1200
Division of Consumer Drug Promotion (DCDP)

Director
Robert Dean 301-796-2215
Deputy Director
Michael Sauer 301-796-1035
Division of Professional Drug Promotion (DPDP)

Director

CAPT Andrew Haffer 301-796-1200
Deputy Director
CAPT Lisa Hubbard 301-796-1200
Office of Medial Policy Initiatives (OMPI)

Director

CMDR Richardae Araojo 301-796-1152
Deputy Director

Vacant

Associate Director for Regulatory Affairs
Tammie Brent Howard 301-796-1409
Division of Medical Policy Development (DMPD)

Director
Jacqueline O’'Shaughnessy 301-796-3389
Deputy Director

Brian Kehoe, (Acting) 301-796-8913

Division of Medical Policy Programs (DMPP)

Director
Bryson Pearsall 301-796-9617
Deputy Director

LCDR Jonas Santiago (Acting) 301-796-5346

OFFICE OF STRATEGIC PROGRAMS (OSP)

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

3368

3274

3242

3272

3270

6350

6318

6356

6353

6352

6358



Director
Theresa Mullin, Ph.D. 301-796-3800 WO 51/Rm. 1178

Deputy Director
Mary Ann Slack 301-796-0603 WO 51/Rm. 1188

Executive Assistant
Angela Kwon 301-796-4957 WO51/Rm. 1183

Supervisory Senior Management Officer
Christine Daley 301-796-5249 WO 51/Rm. 1184

Lead Management Officer
Christina Goldie 301-796-6833 WO 22/Rm. 1104

Office of Program & Strategic Analysis (OPSA)

Director
Patrick Frey, M.P.P 301-796-3844 WO51/Rm. 1174

Deputy Director
Vacant

Administrative Assistant
Vacant

Economics Staff (ES)

Director
Marta Wosinska, Ph.D. 301-796-3673 WO 51/Rm. 1186

Performance Analysis and Data Services Staff (PADSS)

Director
Yashika Rahaman, Ph.D. (Acting) 301-796-3843 WO 51/Rm. 1182

Program Evaluation & Implementation Staff (PEIS)

Director
Andrew Kish, M.S. 301-796-5215 WO 51/Rm. 1162

Lean Management Staff (LMS)
Kyle Hair 240-402-5080 WO 51/Rm. 1176

Office of Business Informatics (OBI)

Director
Hilmar Hamann, Ph.D. 301-796-0375 WO 22/Rm. 1124



Deputy Director
Vacant

Secretary
Julie Quinonez 301-796-0282 WO 22/Rm. 1135

Innovation Management and Architecture Services & Solutions (IMASS)

Technical Architect
Binh Ta, P.M.P. 301-796-4010 WO 22/Rm. 1128

Division of Regulatory Review and Drug Safety Services and Solutions (DRRDSS)

Division Director
Hilmar Hamann, PhD. (Acting) 301-796-0375 WO 22/Rm. 1124

Regulatory Review Management Solutions Team (RRMST)
Trudy Lilly 301-796-1371 WO 22/Rm. 1169

Drug Safety Solutions Team (DSST)
Gundeep Ahluwalia, M.B.A. 301-796-5878 WO 22/Rm. 1177

Scientific Computing Solutions Team (SCST)
Stacey Nichols 301-796-5145 WO 22/Rm. 1225
Division of Drug Quality and Compliance Services and Solutions (DDQCSS)

Division Director
William Taylor 301-796-0628 WO 22/Rm. 1110

Drug Quality Solutions Team (DQST)
Vacant

Compliance Management Solutions Team (CMST)
Samantha Gordon 301-796-4894 WO 22/Rm. 1219

Division of Data Management Services and Solutions (DDMSS)

Division Director
Mark Gray 301-796-2081 WO 22/Rm. 1132

eData Management Solutions Team (eDMST)
Virginia Hussong 301-796-1016 WO 22/Rm. 1161

Data Management Services Team (DMST)
Mia Prather 301-796-0618 WO 22/Rm. 1133

Division of Business Management Services and Solutions (DBMSS)



Division Director
Linda Sigg 301-796-0625 WO 22/Rm. 1114

Enabling Solutions Team (EST)
Ranjit Thomas 301-796-3583 WO 22/Rm. 1143

OFFICE OF COMMUNICATIONS (OCOMM)

Director
John J. Whyte, MD, MPH (Acting) 240-402-4121 WO 51/Rm. 2341

Program Support Specialist
Priscilla Jackson 301-796-7061 Hillandale/Rm. 1130

Deputy Director
Mary Kremzner, PharmD. (Acting) 301-796-3818 Hillandale/Rm. 1146

Management Officer
Gelind Gellert 301-796-3142 Hillandale/Rm. 4148

Division of Health Communications (DHC)

Director
Paula Rausch, PhD. RN. 301-796-3121 Hillandale/ Rm. 4170

Deputy Director
Vacant

Project Specialist
Vacant

Division of Drug Information (DDI)

Director
Catherine Chew, PharmD. (Acting) 301-796-3144 Hillandale/Rm. 4150

Deputy Director
Jaewon Hong (Acting) 301-796-2013 Hillandale/Rm. 4128

Division of Online Communications (DOC)

Director
Paul Buckman, MS. 301-796-3135 Hillandale/Rm. 1106

Deputy Director
Sally Winthrop, MLS 301-796-3135 Hillandale/Rm. 1122

OFFICE OF COMPLIANCE (OC)

Director
Cynthia Schnedar, J.D. 301-796-4723 WO 51/Rm. 5266



Deputy Director for Program Operations

llisa Bernstein, PharmD., J.D.

Senior Regulatory Advisor
Carolyn Becker, J.D.

Executive Assistants
Marlene Sue Ling
Paula Simmons

Deputy Director for Policy and Analysis

Mike Levy, J.D.

301-796-4723

301-796-8801

301-796-3361
301-796-6229

301-796-3314

Associate Director of Scientific and Medical Affairs

John Troiani, M.D., PH.D.

Associate Director for Risk Science, Intelligence and Prioritization

Vacant

Associate Director for Organizational Strategy

Vacant

Special Assistant
Allen Lou
Eunah Kostal

301-796-4258

301-796-5652
301-796-7435

Director, Program Management and Analysis Staff

Collin Figueroa

Supervisory Administrative Officer

Karen Kirchberg

Lead Management Analysts
Andrea Chen (Acting)
Stacey Rohrer (Acting)

Regulatory Counsels
Jodi Peters-Schipper, Esq.
H. Joy Sharp, Esq.

Senior Communications Advisor
Judy Leon

Project Management Officers

Patricia Maroney-Benassi, Ph.D.

Carl Huntley

Jeanne Perla

George Smith

Milinda Soukup
Tamika White

Brenda Woods-Francis

301-796-5802

301-796-3233

301-796-0139
301-796-0529

301-796-3353
301-796-3647

301-796-4624

301-796-3357
301-796-1372
301-796-3958
301-796-3205
301-796-1444
301-796-0310
301-796-3647

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.
WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.
WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.
WO 51/Rm.

WO 51/Rm.
WO 51/Rm.

WO 51/Rm.

WO 51/Rm.
WO 51/Rm.
WO 51/Rm.
WO 51/Rm.
WO 51/Rm.
WO 51/Rm.
WO 51/Rm.

5266

5272

5269
5271

5188

5282

5260
5264

1142

5246

1144
1148

5283
4326

5278

5278
5258
5284
5258
5256
5284
5288



Executive Communications Team

Kim Brown 301-796-4292 WO 51/Rm. 5208
Margaret Cole, Ph.D. 301-796-3966 WO 51/Rm. 5206
Compliance Informatics Team

Obinna Ugwu-Oju, Supv. ORA 301-796-2886 WO 51/Rm. 2236
Drug Registration and Listing Team

Paul Loebach, Team Lead 301-796-2173 WO 51/Rm. 2262
Office of Unapproved Drugs and Labeling Compliance (OUDLC)

Director

Kalah Auchincloss, J.D., MPH. (Acting) 301-796-0659 WO 51/Rm 5160
Deputy Director

Kathleen Anderson, PharmD. 301-796-3309 WO 51/Rm. 5182
Associate Director for Policy and Communication

Gail Bormel, R.Ph., J.D. (Acting) 301-796-3263 WO 51/Rm. 5186
Associate Director for Program Management and Organizational Strategy

Vacant

Associate Director for Risk Science, Intelligence, and Prioritization

Meghan Murphy, Ph.D. (Acting) 301-796-3307 WO 51/Rm. 5178
Senior Medical Advisor

Charles Lee, M.D. 301-796-1244 WO 51/Rm. 5184
Project Management

Philantha Bowen 301-796-2466 WO 51/Rm. 5175
Wanda Chestnut 240-402-4853 WO 51/Rm. 5175
Alisea Crowley 301-796-1144 WO 51/Rm. 5196
Sara Rothman 301-796-3536 WO 51/Rm. 5197
Sudha Shukla 301-796-3345 WO 51/Rm. 5180
Kelisha Turner 301-796-5822 WO 51/Rm. 5164
Division of Non-Prescription Drugs and Health Fraud (DNPDHF)

Director

Elizabeth Miller, Pharm.D. 301-796-3342 WO 51/Rm. 5176

Deputy Director
Vacant



Over-the-Counter Drugs Branch (OTCDB)

Branch Chief
Anuj Shah, J.D. 301-796-2246
Team Lead

OTC Team 1

Tina (Walther) Smith, Team Lead
OTC Team 2

Ayana Rowley, Team Lead

301-796-5086
301-796-4005
Health Fraud and Consumer Outreach Branch (HFCOB)

Branch Chief
John (Brad) Pace, J.D. 301-796-3538
Division of Prescription Drugs (DPD)

Director

Gail Bormel R.Ph., J.D. (Acting) 301-796-3263
Deputy Director

Vacant

Prescription Drugs Branch (PDB)

Branch Chief
Jodi Schipper, J.D.(Acting) 301-796-3353
Marketed Unapproved Drugs Enforcement Team
Barbara Wise, PhD., RN., CPNP, Team Lead 301-796-2089

Marketed Unapproved Drugs-Regulatory Status & Labeling Team

Kim Simmons, R.Ph., J.D. Team Lead 301-796-3684

Compounding and Pharmacy Practices Branch (CPPB)

Branch Chief
Vacant

Compounding Policy Team
Marissa Brykman, J.D. Team Lead 301-796-3229
Compounding Operations Team

D. Ann Taylor, R.Ph., J.D. (Acting),Team Lead 301-796-0611

Office of Manufacturing and Product Quality (OMPQ)

Director

Thomas Cosgrove, J.D. (Acting) 301-796-8613

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

WO 51/Rm.

5104

5108

5221

5171

5186

5283

5241

4212

5195

5106

5188



Deputy Director

Michael Smedley 301-796-3273 WO 51/Rm.
Associate Director for Program Management and Organizational Strategy
Kennerly K. Chapman (Acting) 301-796-3271 WO 51/Rm.
Associate Director for Risk Science Intelligence & Prioritization

Richard L. Friedman 301-796-3268 WO 51/Rm.
Associate Director for Policy and Communication

Brian Hasselbalch (Acting) 301-796-3279 WO 51/Rm.
Special Assistant

Helen Saccone (Acting) 301-796-3647 WO 51/Rm.
Project Management Officer

Dainelle Clark 301-796-6190 WO 51/Rm.
Public Health Analyst

Ellen Kempler 301-796-3753 WO 51/Rm.
Kathy Adams 301-796-3204 WO 51/Rm.

Program Analyst

Marshayla Hightower 240-402-9933 WO 51/Rm.

Division of Good Manufacturing Practice Assessment (DGMPA)

Director

J. David Doleski 301-796-2627 WO 51/Rm.

New Drug Manufacturing Assessment Branch (NDMAB)
Branch Chief

Mahesh Ramanadham, PharmD/M.B.A., RPh. 301-796-3272 WO 51/Rm.

Generic Drug Manufacturing Assessment Branch (GDMAB)
Branch Chief

Francis Godwin 301-796-5362 WO 51/Rm.

Biotech Manufacturing Assessment Branch (BMAB)
Branch Chief

Zhihao (Peter) Qiu, Ph.D. 301-796-6655 WO 51/Rm.
Division of Domestic Drug Quality (DDDQ)

Director

Teddi Lopez 301-796-3255 WO 51/Rm.

Domestic Compliance Branch 1 (DCBI)
Branch Chief

Rosa Motta 301-796-3282 WO 51/Rm.

4348

4346

4352

4364

5283

4337

4353
4359
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